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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a), In no event, however, may a reply be timely Tiled 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)[x] Responsive to communication(s) filed on 03 May 2005 . 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1^4 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) 1^4 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) D Other: . 
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DETAILED ACTION 

1 . In view of the Appeal Brief filed on May 03, 2005, PROSECUTION IS HEREBY 

REOPENED. New grounds of rejections are set forth below. 

2. The finality of the instant Office Action has been withdrawn. 

3. To avoid abandonment of the application, appellant must exercise one of the following 

two options: 

(1) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply under 37 CFR 1.113 (if this Office 
action is final); or, 

(2) request reinstatement of the appeal. 

4. If reinstatement of the appeal is requested, such request must be accompanied by a 

supplemental appeal brief, but no new amendments, affidavits (37 CFR 1.130, 1.131 
or 1 . 1 32) or other evidence are permitted. See 37 CFR 1 . 1 93(b)(2). 

5. Rejections and/or objections not reiterated from previous office actions are hereby 

withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

6. Claims 1-4 are examined on the merits. 

CLAIM REJECTIONS - 35 U.S.C. § 112, SECOND PARAGRAPH 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claims 1-4 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 

failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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9. Claim 1, step (e), recites "a second generation molecule of low interaction strength. . .is 

ranked higher than a second-generation molecule than a second-generation molecule 
of less negative or positive interaction energy," which causes claim 1 to be vague and 
indefinite. Step (e) has been reasonably interpreted as having at least two types of 
rankings. For example, the first ranking is based on "low interaction strength" and 
the second is based on "negative or positive interaction energy." It is not clear as to 
what is actually being compared to achieve any of the rankings. Claims 2-4 are 
rejected for being dependent from claim 1 . 
LACK OF ENABLEMENT UNDER 35 U.S.C § 112, FIRST PARAGRAPH 

10. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it- 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor o f carrying out his invention. 

1 1. Claims 1-4 are ejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 

enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

12. Factors to be considered in determining whether a disclosure would require undue 

experimentation have been summarized in Ex parte Forman , 230 USPQ 546 (BPAI 
1986) and reiterated by the Court of Appeals in In re Wands . 8 USPQ2d 1400 at 1404 
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(CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1) the quantity of experimentation necessary, 
(2) the amount or direction presented, (3) the presence or absence of working 
examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative 
skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. The Board also stated that although the level of skill in 
molecular biology is high, the results of experiments in genetic engineering are 
unpredictable. While all of these factors are considered, a sufficient amount for a 
prima facie case is discussed below. 
13. Claim 1, (e), recites the "quantitatively measuring the empirical interaction energy of the 
second generation molecules" for ranking said molecules based on interaction energy 
or interaction strength. However, the instant specification does not specifically 
describe the claimed invention with a reasonable degree of predictability as to how 
one of skill in the art to derive the empirical interaction energy of the second- 
generation molecules to achieve the required ranking. Step (e) has been reasonably 
interpreted as having at least two types of rankings. For example, the first ranking is 
based on "low interaction strength" and the second is based on "negative or positive 
interaction energy." The instant specification generically states the "empirical 
interaction energy refers to a formulation, in terms of mathematical equations and 
parameters, of the physical energy of interaction between a ligand candidate and a 
protein. . ." (page 26). Further, pages 36-49 describe entropy, free energy, and solvent 
energy are just some of the factors which affect interaction energy. One of skill in the 
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art would appreciate that "interaction strength" of molecules depends on a number of 
physical or biochemical factors which defined the interaction environment. However, 
the instant specification is not specific as to what factors encompassed by the 
limitations of "empirical interaction energy" and "interaction strength" are being used 
to achieve the required ranking. Without specific guidance as to how the empirical 
interaction energy for the ranking has been derived, one of skill in the art would 
require undue experimentation to predictably practice the claimed invention. 

CONCLUSION 

14. Any inquiry of a general nature or relating to the status of this application or proceeding 

should be directed to (571) 272-0547. The USPTO's official fax number is (571) 
273-8300. 

1 5. Patent applicants with problems or questions regarding electronic images that can be 

viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem 
within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a 
complete service center supporting all patent business on the Internet. The USPTO's 
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PAIR system provides Internet-based access to patent application status and history 
information. It also enables applicants to view the scanned images of their own 
application file folder(s) as well as general patent information available to the public. 

16. For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 

17. Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to C. Dune Ly, whose telephone number is (571) 272- 
0716. The examiner can normally be reached on Monday-Friday from 8 A.M. to 4 . 



18. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph.D., can be reached on (571) 272-0718. 



P.M. 




ARDIN K MARSCHEL 
SUPERVISORY PATENT EXAMINER 




